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Information for patients to take part in the study that lack capacity to consent

Recording information in the UK “Adult North Star Network for Duchenne Muscular Dystrophy Management Database”.

We would like to offer your relative/friend the opportunity to take part in this project. We have assessed their capacity which shows that your relative/friend is unable to decide for himself whether or not to participate in this project.
To help decide whether it would be in their best interest to join the study, we’d like to ask your opinion as to whether or not they would want to be involved. We will also consider consulting other professionals involved in your relative/friend’s care e.g. social worker or advocates. We would like to ask you to consider what you know of their wishes and feelings, and to consider their interests. Please let us know of any advance decisions they may have made about participating in projects like this. These should take precedence.

We will keep all parties fully informed during the study so you can let us know if you have any concerns or you think your relative/friend should be withdrawn.

If it is decided that it would not be in your friend/relative’s best interest to take part it will not affect the standard of care they receive in any way.

If you are unsure about taking the role of consultee you may seek independent advice. 

We will understand if you do not want to take on this responsibility.
The following information is the same as would have been provided to your relative/friend.
To help deliver the best care, we would like to collect and record information, which will help us improve management, not only for you, but also for all adults with Duchenne Muscular Dystrophy in the UK.  

This leaflet explains why we are asking your permission to record clinical information into a database specially designed for use in the hospitals participating in the UK Adult North Star Network for Duchenne Muscular Dystrophy.

1. What is the Adult North Star Network for Duchenne Muscular Dystrophy?

The Adult North Star Network is a national collaboration between doctors and therapists involved in the care of adults with Duchenne Muscular Dystrophy. The network is supported by Muscular Dystrophy UK (MDUK) and is called “North Star” in recognition of the efforts of a fundraiser who walked to the North Pole.

2. What is “Adult North Star Network for Duchenne Muscular Dystrophy Database” (ANSNDat)?
North Star Network Database (ANSNDat) is a database accessed by a secure website.  It will store information about diagnosis, assessment and management of people with Duchenne Muscular Dystrophy living in the UK. The children’s North Star database has been active for many years and it is possible that you may have already participated in it with your parents’ consent. Each patient’s data entry is anonymised.
3. Why do we need this information?

The information we collect will help us to:

· Collect accurate details about the natural history of Duchenne muscular dystrophy in adulthood, and its response to management, including the use of steroids.

· Monitor medical and therapy care to make sure it is always up to date, and identify possible geographic variations.

· Plan and develop services for better management of Duchenne muscular dystrophy.

· Undertake audits, and produce reports that help improve the clinical care of men with Duchenne muscular dystrophy at a regional and national level.

· Collecting comprehensive natural history data may inform researchers about the best outcome measures for developing clinical trials in the future

Only the medical staff directly involved in your care will be able to identify your specific data. 

Otherwise clinical data required for all other purposes will be anonymised and non-identifiable.

4. What information do we collect?

We will record information including:

· Your NHS number.

· Your name and date of birth.

· Your weight and height.

· Age at diagnosis, results of muscle biopsy and gene testing, and problems resulting from Duchenne muscular dystrophy.

· Results of muscle, heart, breathing, bone health, eye, kidney, bowel and general health testing from medical and therapy assessments.

· Details of steroid treatment (if you are receiving it), the benefits and side effects.

· Details of other medication that you may be taking, such as heart medications

· General information regarding psychological and social aspects e.g. education, employment, house environment, marital history.

This is the information normally collected when you attend each clinic visit, and you will not need any extra assessments or tests as part of this project.  We plan to collect and save information each time you are assessed in clinic for as long as possible.

5. Who collects the information?

The hospital staff at the clinic – usually this is a doctor, physiotherapist or nurse. A designated database manager may help with recording information. All information will be stored on a secure system which is password protected.

6. When will we collect the information?

The information will be collected and updated at every clinic visit.

7. How will we collect the information?

We will collect the information from your medical and therapy records.  At times, the doctor may enter the information directly into the database system, and produce a record for the hospital case notes or vice versa.

8. Who will see the information?

Only the NHS staff who care for you will see all the details.  There are strict regulations controlling access to personal information for example your name, date of birth or NHS number which will not be visible to other users.  By law, everyone who works for the NHS must keep all personal information confidential and the trust has strict confidentiality and security procedures in line with the Data Protection Act (2018) and the General Data Protection Regulation (2018).
9. What is the consent procedure?

If you are happy for your details to be stored on the database for clinical care purposes, and audits to improve clinical care or service delivery please give your permission on the specific consent form for this purpose. A signed copy of your consent form will be given to you for your information.

10. Can I see the records on the database?

Yes, you can get a copy of the information we have about you.  To do this, please talk to the doctor in charge.

11. Are there any benefits or disadvantages?

You may not benefit directly from your data being included into the database; however it is anticipated that audit of this data within and across neuromuscular clinics in the UK will ensure optimum standard of care for adults with Duchenne muscular dystrophy, and may also facilitate the development of clinical trials.  

We believe that the development of this database will lead to better understanding of the natural history of Duchenne muscular dystrophy in adults including the effects of steroid treatment.  It is possible that the information held on the database could help in producing new / better treatments in the future by helping researchers design more informative trials. The database may also allow us to monitor the effects of newly licenced disease modifying drugs over time. 

There are no disadvantages or risks involved in taking part in this project, as we will only collect information normally collected at each clinic visit.  

12. What happens if I don't want to carry on with the study?

You are free to withdraw your consent at any time. The medical care you receive will not be affected in any way.

13. How can I find out more about it?

Please talk to the doctor looking after your care if you:

· Need more information

· Have any questions or concerns

If you decide you would like to take part then please read and sign the consent form. You will be given a copy of this information sheet and the consent form to keep as a record. A copy of the consent form will be filed in your hospital notes.  You can have more time to think this over if you are at all unsure.

Thank you for taking the time to read this information sheet and to consider taking part in this study.
Patient Details (or pre-printed label) 				
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